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- 7776 MAILING DATE of this communication appears on Ute cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timety filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

^)M Responsive to communication(s) filed on 09 July 2004 . 
2a)n This action is FINAL. 2b)S This action is non-final. 

3)D Since this application is in condition for allowance except for fonmal matters, prosecution as to the merits is 
closed in accordance with the practice under Exparfe Quayle, 1935 CD. 11, 453 O.G. 213. 



^ 'ttidiawil nokll coiisideFatiM: 



Disposition of Claims 

4) ^ Claim(s) 1-23 is/are pending in the application. 

4a) Of the above claim(s) 3-13. 17 and 18 i c /aro w i fi 

5) n Claim(s) is/are allowed. 

6) M Claim(s) 1,2,14-16 and 19-23 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: 3)0 accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 !)□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or fonm PTO-152. 

Priority under 35 U.S.C. § 11 9 

12)0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)n All b)n Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2.D Certified copies of the priority documents have been received in Application No. . 



3.n Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
See the attached detailed Office action for a list of the certified copies not received. 



Attachment(5) 

1) M Notice of References Cited (PTO-892) 

2) Q Notice of Draflsperson's Patent Drawing Review (PTO-948) 

3) □ Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 

Paper No(s)/Mail Date . 



4) n Interview Summary (PTO-41 3) 

Paper No(s)/Mail Date. . 

5) [H Notice of Informal Patent Application (PTO-152) 

6) □ Other: . 



U.S. Patent and Trademark Office 
PTOL-326 (Rev. 1-04) 



Office Action Summary 



Part of Paper No./Mall Date 226 



Application/Control Number: 10/064,627 
Art Unit: 1614 



Page 2 



Claims 1-23 are presented for examination. 

Applicants' election filed July 9, 2004 in response to the election of species 
requirement of June I 8, 2004 has been received and entered. The applicants 
elected the species from the no releasing agent, pyrimidine (minoxidil), and the cGMP- 
PDE5 inhibitor, sildenafil citrate. 

Claims 3-13. 17 and 1 8 will not be examined with the remaining clmms since 
the claims are referred to non-elected species. 

Specification 

The use of the trademarks ROGAIN and VIAGRA has been noted in this 
application. It should be capitalized wherever it appears and be accompanied by the 
generic terminology. 

Although the use of trademarks is permissible in patent applications, the 
proprietary nature of the marks should be respected and every effort made to 
prevent their use in any manner which might adversely affect their validity as 
trademarks. 

Claim Rejections - 35 (JSC §112 

The FOLLOWING IS A QUOTATION OF THE FIRST PARAGRAPH OF 35 U.S.C. I I 2: 

The specification shall contain a written description of the invention, and of THE MANNER AND 
PROCESS OF MAKING AND USING IT, IN SUCH FULL, CLEAR, CONCISE, AND EXACT TERMS AS TO ENABLE ANY 
PERSON SKILLED IN THE ART TO WHICH IT PERTAINS, OR WITH WHICH IT IS MOST NEARLY CONNECTED, TO MAKE AND 
USE THE SAME AND SHALL SET FORTH THE BEST MODE CONTEMPLATED BY THE INVENTOR OF CARRYING OUT HIS 
INVENTION. 

CLMM 20 IS REJECTED UNDER 35 U.S.C. I I 2, FIRST PARAGRAPH, AS FAILING TO 
COMPLY WITH THE ENABLEMENT REQUIREMENT. THE CI_AIM(S) CONTAINS SUBJECT MATTER WHICH 
WAS NOT DESCRIBED IN THE SPECIFICATION IN SUCH A WAY AS TO ENABLE ONE SKILLED IN THE ART 
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TO WHICH IT PERTAINS, OR WITH WHICH IT 15 MOST NEARLY CONNECTED, TO MAKE AND/OR USE THE 

invention. 

Applicants' specification does not contain reference regarding the addition of 

ONE OR more antimicrobial AGENTS TO THE TOPICAL OPHTHALMIC SOLUTION. 

Claim 20 is not allowed. 

Claim Rejections - 35 USC §112 
The following is a quotation of the second paragraph of 35 U.S.C. I I 2: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims I A and I 6 are rejected under 35 U.S.C. 1 I 2, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. 

CuwMS I 4 AND I 6 are rendered indefinite because the clwms contain trademark 

NAME, IN which, TRADEMARK NAMES CANNOT BE USED IN A CLAIM. 

Claims I 4 and I 6 are not allowed. 

To overcome this rejection, the applicants may wish to amend claims I 4 AND I 6 
BY DELETING THE TRADEMARK (ROGAIN) FROM CLWM I 4 AND DELETING THE TRADEMARK (VlARGRA) 
FROM CLAIM I 6. 

Claim Rejections - 35 USC §112 
The following is a quotation of the second paragraph of 35 U.S.C. I I 2: 

The SPECIFICATION SHALL CONCLUDE WITH ONE OR MORE CLAIMS PARTICULARLY POINTING OUT AND DISTINCTLY 
CLAIMING THE SUBJECT MATTER WHICH THE APPLICANT REGARDS AS HIS INVENTION. 

Claims 2 1 and 23 are rejected under 35 U.S.C. I I 2, second paragraph, as 

BEING indefinite FOR FAILING TO PARTICULARLY POINT OUT AND DISTINCTLY CLAIM THE SUBJECT 
MATTER which APPLICANT REGARDS AS THE INVENTION. 
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Claim 2 I recites the limitation "said dose" in line I . There is insufficient 
antecedent basis for this limitation in the claim. 

Claim 23 recites the limitation "said one or more weight percentage" in line 2. 
There is insufficient antecedent basis for this limitation in the claim. 

Claims 2 I and 22 are not allowed. 

Claim Rejections - 35 USC § 1 03^ 



The following is a quotation of 35 U.S.C. I 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(A) a patent may not be obtained though the invention is not identically disclosed or described as sct 

FOFTTH IN section I 02 OF THIS TITLE, IF THE DIFFERENCES BETWEEN THE SUBJECT MATTER SOUGHT TO BE 
PATENTED AND THE PRIOR ART ARE SUCH THAT THE SUBJECT MATTER AS A WHOLE WOULD HAVE BEEN OBVIOUS AT 
THE TIME THE INVENTION WAS MADE TO A PERSON HAVING ORDINARY SKILL IN THE ART TO WHICH SAID SUBJECT 
MATTER PERTAINS. PATENTABILITY SHALL NOT BE NEGATIVED BY THE MANNER IN WHICH THE INVENTION WAS MADE. 

This application currently names joint inventors. In considering patentability 
OF the claims under 35 U.S.C. I 03(a), the examiner presumes that the subject matter 
OF the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
UNDER 37 CFR I .56 TO point out the inventor and invention dates of each claim that 

WAS NOT COMMONLY OWNED AT THE TIME A LATER INVENTION WAS MADE IN ORDER FOR THE 
EXAMINER TO CONSIDER THE APPLICABILITY OF 35 U.S.C. I 03(C) AND POTENTIAL 35 
U.S.C. I 02(E), (F) OR (G) PRIOR ART UNDER 35 U.S.C. I 03(A). 

Claims 1,2, 19 and 20 are rejected under 35 U.S.C. I 03(a) as being 

UNPATENTABLE OVER NaTHANSON (JOURNAL OF PHARMACOLOGY AND EXPERIMENTAL 

Therapeutics ( I 992), 260(3), 956065) in view of Laties (EP I ,074,258 A2). 
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NaTHANSON teaches NITROVASODILATORS or nitric oxide (NO) RELEASING AGENTS, 
SUCH AS ISOSORBIDE DINITRATE, SODIUM NITRITE, HYDRALAZINE, MINOXIDIL AND SODIUM 
NITROPRUSSIDE, mimicked the LOWERING INTRAOCULAR PRESSURE ACTION OF NITROGLYCERIN. 

Also note the agents are administered topically, same as applicants' mode of 
administration. since the nitrovasodilators of the cited reference is known to lower 
intraocular pressure of the eye, then to use the nitrovasodilators to treat 
glaucoma (a disease caused by increased intraocular pressure) or ocular 
hypertension is obvious. 

The instant invention differs from the cited reference in that the cited 
reference does not teach the addition of cgmp-pde5 inhibitors to lower ocular 

HYPERTENSION (GLAUCOMA). HOWEVER, THE SECONDARY REFERENCE, LaTIES, TEACHES VARIOUS 

cgmp-pde5 inhibitors are well-known to treat diseases and conditions of the eye 
including glaucoma (see column 3, lines 36-58 and column 4, lines i "29). clearly, 
one skilled in the art would have assumed the combination of two components used to 
treat elevated intraocular pressure into a single composition would give an additive 
effect in the absence of evidence to the contrary. note particularly column i o. 
lines 6-56 teaches the cgmp-pde5 inhibitors are administered in solutions for 
topical eye drops. 

Note both references each component, the nitrovasodilators and the cGMP- 
PDE5 inhibitors can be administered in a solution. 

Claims 1,2, 19 and 20 are not allowed. 

Cla/m Rejections - 35 USC § 1 03 

The following is a quotation of 35 U.S.C. I 03(A) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(A) A PATENT MAY NOT BE OBTAINED THOUGH THE INVENTION IS NOT IDENTICALLY DISCLOSED OR DESCRIBED AS SET 
FORTH IN SECTION I 02 OF THIS TITLE, IF THE DIFFERENCES BETWEEN THE SUBJECT MATTER SOUGHT TO BE 
PATENTED AND THE PRIOR ART ARE SUCH THAT THE SUBJECT MATTER AS A WHOLE WOULD HAVE BEEN OBVIOUS AT 
THE TIME THE INVENTION WAS MADE TO A PERSON HAVING ORDINARY SKILL IN THE ART TO WHICH SAID SUBJECT 
MATTER PERTAINS. PATENTABILITY SHALL NOT BE NEGATIVED BY THE MANNER IN WHICH THE INVENTION WAS MADE. 

This application currently names joint inventors. In considering patentability 

OF THE CLMMS UNDER 35 U.S.C. I 03(A), THE EXAMINER PRESUMES THAT THE SUBJECT MATTER 
OF THE VARIOUS CLAIMS WAS COMMONLY OWNED AT THE TIME ANY INVENTIONS COVERED THEREIN 
WERE MADE ABSENT ANY EVIDENCE TO THE CONTRARY. APPLICANT IS ADVISED OF THE OBLIGATION 
UNDER 37 CFR I .56 to POINT OUT THE INVENTOR AND INVENTION DATES OF EACH CLAIM THAT 
WAS NOT COMMONLY OWNED AT THE TIME A LATER INVENTION WAS MADE IN ORDER FOR THE 
EXAMINER TO CONSIDER THE APPLICABILITY OF 35 U.S.C. I 03(C) AND POTENTIAL 35 
U.S.C. I 02(E), (F) OR (G) PRIOR ART UNDER 35 U.S.C. I 03(A). 

Claims 14-16 are rejected under 35 U.S.C, I 03(a) as being unpatentable over 
Nathanson (Journal of Pharmacology and Experimental Therapeutics ( I 9Q2), 260(3), 
956-65) IN view of Scheman (US 2003/0225 I O I A I ). 

Nathanson teaches nitrovasodiuvtors, such as minoxidil, are well-known to 
lower intraocular pressure, in which, will treat ocular hypertension of glaucoma (a 
disease caused by increased intraocular pressure). 

The instant invention differs from the cited reference in that the cited 
reference does not teach the addition of sildenafil or sildenafil citrate to treat 
ocular hypertension (glaucoma). However, the secondary reference, Scheman 
teaches sildenafil is effective in treating diseases of the eye. note particularly page 

I , SECTION OO I 2 STATES THE ONE CONDITION TREAT IN ISCHEMIC RVO AND THE RESULTING 
NEOVASCULARIAZTION CAN LEAD TO INCREASED EYE PRESSURE (GLAUCOMA). 
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Clearly, one skilled in the art would have assumed to combination of two 
agents known to lower intraocular pressure of the eye into a single composition 
would give an additive effect in the absence of evidence to the contrary. 

The INSTANT INVENTION DIFFERS FROM THE CITED REFERENCE IN THAT THE CITED 

refrence does not teach sidenafil citrate can be used too. however, one skilled in 
the art would have assumed that if the sildenafil compound itself is known to lower 
intraocular pressure then its salts incorporates the same activity. 
Claims 14-16 are not allowed. 

Any inquiry concerning this communication or earlier communications from THE 
EXAMINER should BE DIRECTED TO KEVIN E. WEDDINGTON WHOSE TELEPHONE NUMBER IS (57 I ) 

272-0587. The examiner can normally be reached on I I :00 am-7: 30 pm. 

If attempts to reach the examiner by telephone are UNSUCCESSFUL, THE 

examiner's supervisor, Christopher Low can be reached on (57 I ) 272-OQ53. The 

FAX PHONE NUMBER FOR THE ORGANIZATION WHERE THIS APPLICATION OR PROCEEDING IS 

ASSIGNED IS 703-672-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR 
only. For more information about the PAIR system, see http://pair-direct.uspto.gov. 
Should you have questions on access to the Private PAIR system, contact the 
Electronic Business Center (EBC) at 866-2 I 7-9 I 97 (toll-free). 
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Art Unit 16 14 
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